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Summary {#efs25154-sec-0001}
=======

In accordance with Article 6 of Regulation (EC) No 396/2005, the company Bayer CropScience submitted an application to the competent national authority in the Netherlands (evaluating Member State (EMS)) to modify the maximum residue levels (MRLs) for the active substance trifloxystrobin in small fruits and berries, for whole subgroup of lettuce and salad plants, purslanes, beans without pods, peas with and without pods and pulses. The Netherlands drafted an evaluation report in accordance with Article 8 of Regulation (EC) No 396/2005, which was submitted to the European Commission and forwarded to the European Food Safety Authority (EFSA) on 23 January 2017. To accommodate for the intended uses of trifloxystrobin, the EMS proposed to raise the existing MRLs from the limit of quantification (LOQ) of 0.01 mg/kg to: 3 mg/kg for other small fruits and berries;15 mg/kg for lettuce and salad plants (no current MRL for the whole group);15 mg/kg for purslanes,0.09 mg/kg for beans without pods,0.09 mg/kg for peas without pods,1.5 mg/kg for peas with pods and0.2 mg/kg for pulses.

EFSA assessed the application and the evaluation report as required by Article 10 of the MRL regulation. In the course of the detailed assessment, EFSA identified points which needed further clarifications. The EMS provided the requested information on 18 December 2017. Based on the conclusions derived by EFSA in the framework of Regulation (EC) No 1107/2009 and the additional data provided by the EMS in the framework of this application, the following conclusions are derived.

Based on the metabolic pattern identified in primary crops, rotational crops and in processing studies, the Article 12 MRL review concluded on a residue definition for enforcement as parent trifloxystrobin and for risk assessment as the sum of trifloxystrobin and CGA321113, expressed as trifloxystrobin. These residue definitions were suggested for all plant commodities.

EFSA concludes that based on the available information for the uses assessed in this application, the proposed residue definitions are still applicable.

The current residue definition for enforcement set in Regulation (EC) No 396/2005 is identical with the above mentioned residue definition.

It is noted that in the framework of the assessment on the renewal of the approval the risk assessment residue definition for plant commodities was proposed to be expanded to the sum of trifloxystrobin, its three isomers CGA 357262, GA 357261, CGA 331409 and its metabolite CGA321113, expressed as trifloxystrobin. The proposal was based on the metabolism studies, supported by field trials on pome fruits, grapes and strawberries. Thus, once the new residue definition for risk assessment is approved, the existing EU MRLs will have to be reconsidered. However, for this MRL application, the risk assessment is performed with the residue definition derived in the MRL review.

Sufficiently validated analytical methods based on high‐performance liquid chromatography (HPLC) are available to quantify residues in the crops assessed in this application according to the enforcement residue definition. The methods enable quantification of residues at or above 0.01 mg/kg in the crops assessed (LOQ).

The available residue trials are sufficient to derive MRL proposals for all crops under consideration.

Specific studies investigating the magnitude of trifloxystrobin residues in processed commodities are not required, as the long‐term exposure is low and the contribution of residues in the crops under consideration to the total consumer exposure is insignificant (below 0.1% of the acceptable daily intake (ADI) per crop).

The occurrence of trifloxystrobin residues in rotational crops was investigated in the framework of the MRL review. Based on the available information on the nature and magnitude of residues, it was concluded that significant residue levels are unlikely to occur in rotational crops, provided that the active substance is used according to the proposed good agricultural practice (GAP).

As dry pulse is used as a feed product, a potential carry‐over into food of animal origin was assessed. The calculated livestock dietary burden exceeded the trigger value of 0.1 mg/kg dry matter (DM) for all animal species. However, the contribution of trifloxystrobin residues in the crops under consideration in this MRL application to the total livestock exposure was insignificant and therefore further investigation and modification of the existing MRLs for commodities of animal origin was considered unnecessary.

The toxicological profile of trifloxystrobin was assessed in the framework of the EU pesticides peer review under Directive 91/414/EEC and the data were sufficient to derive an ADI of 0.1 mg/kg body weight (bw) per day. An acute reference dose (ARfD) was deemed unnecessary. During the process of renewal of the approval under Regulation (EC) No 1107/2009, the ADI was confirmed while an ARfD of 0.5 mg/kg bw has been set. Although this ARfD has not yet been noted by the European Commission, an acute dietary intake calculation considering the ARfD of 0.5 mg/kg bw has been performed.

The consumer risk assessment was performed with revision 2 of the EFSA Pesticide Residues Intake Model (PRIMo).

A concern for short‐term intake was identified for escaroles, based on the highest residue observed in residue trials representative for open leaf varieties of lettuce; the highest intake was calculated to account for 175% of the ARfD (NL children diet). For the other crops for which an amendment of the existing MRL was requested, no risk for the consumers was identified.

For information, the short‐term intake calculation was also performed using PRIMo revision 3 (EFSA, under publication). Although no intake concern for any of the raw agricultural commodities were identified (up to 80% of ARfD for escaroles, BE toddler), for processed escaroles the ARfD was exceeded (133%, NL toddler); a more refined risk assessment would be possible if a processing factor for boiled escaroles was available.

The estimated long‐term dietary intake accounted for up to 5.3% of the ADI for WHO Cluster diet B, including escaroles contributing to the ADI by 0.2%. The highest contribution of escaroles to the diet was up to 0.4% of the ADI (NL general population). Among the crops under consideration, lettuce was the major contributor to the total consumer exposure accounting for a maximum of 1.2% of the ADI for WHO Cluster diet B. EFSA concludes that the long‐term intake of residues of trifloxystrobin resulting from the existing and the intended uses is unlikely to present a risk to consumer health.

Based on these calculations, EFSA concludes that the proposed use of trifloxystrobin on the crops assessed, except for escaroles is unlikely to pose a risk for the consumers. For escaroles, the setting of a MRL for a fall‐back GAP may be possible based on an existing outdoor use; further risk management considerations are required.

It is noted that the above assessment does not yet take into consideration the isomers of trifloxystrobin. The isomers of the parent compound were agreed to be included in the residue definition for risk assessment during the process of renewal and further toxicological data was requested related to these isomers and CGA 321113; however, these amendments and data gaps have not yet been noted by the European Commission. In view of this, the consumer risk assessment may need to be revised together with a comprehensive review of all authorised uses.

EFSA proposes to amend the existing MRLs as reported in the summary table below.

Full details of all endpoints and the consumer risk assessment can be found in Appendices [Appendix B -- List of end points](#efs25154-sec-1002){ref-type="sec"}, [Appendix C -- Pesticide Residue Intake Model (PRIMo)](#efs25154-sec-1003){ref-type="sec"}--[D](#efs25154-sec-1004){ref-type="sec"}.

Code[b](#efs25154-note-0032){ref-type="fn"}CommodityExisting EU MRL (mg/kg)Proposed EU MRL (mg/kg)Comment/justification**Enforcement residue definition: trifloxystrobin** [c](#efs25154-note-0033){ref-type="fn"} [d](#efs25154-note-0034){ref-type="fn"}, [e](#efs25154-note-0035){ref-type="fn"}0154000Other small fruits and berries (whole group)0.01[a](#efs25154-note-0031){ref-type="fn"}--23The submitted data are sufficient to derive a MRL proposal for the NEU/SEU use. Risk for consumers unlikely0251010 0251040 0251050 0251060 02510700 251990Lamb\'s lettuce Cress and other sprouts and shoots Land cress Roman rocket Red mustard Others0.01[a](#efs25154-note-0031){ref-type="fn"}15The MRL proposal reflects the EU indoor use. It relates to all commodities within subgroup 0251000 as applied for, except escaroles. For lettuces and baby leaf crops (including brassica species), the existing MRL is already 15 mg/kg. Risk for consumers unlikely0251030Escaroles15Further risk management considerations requiredThe indoor use on escarole is supported by 7 trials on open variety lettuce. The short‐term exposure exceeded the recently derived ARfD. The lowering of the existing MRL set at the level of 15 mg/kg or other risk management options should be considered0251020Purslanes0.01[a](#efs25154-note-0031){ref-type="fn"}15The submitted data are sufficient to derive a MRL proposal for the EU indoor use. Risk for consumers unlikely0260020Beans (without pods)0.01[a](#efs25154-note-0031){ref-type="fn"}0.09The MRL proposal reflects the more critical residue situation of the SEU use. Risk for consumers unlikely0260030Peas (with pods)0.01[a](#efs25154-note-0031){ref-type="fn"}1.5The MRL proposal reflects the more critical residue situation of the SEU use. Risk for consumers unlikely0260040Peas (without pods)0.01[a](#efs25154-note-0031){ref-type="fn"}0.09The MRL proposal reflects the more critical residue situation of the SEU use. Risk for consumers unlikely0300000Pulses (whole group)0.01[a](#efs25154-note-0031){ref-type="fn"}0.2The MRL proposal reflects the SEU use. Risk for consumers unlikely[^1][^2][^3][^4][^5][^6]

Assessment {#efs25154-sec-0003}
==========

The applicant applied for raising the existing maximum residue levels (MRLs) for trifloxystrobin for the crop group of 'other small fruits and berries'; lamb\'s lettuce; cress and other sprouts and shoots; land cress; Roman rocket; red mustard; purslane; beans (without pods), peas (with and without pods) and pulses. Considering that according to the evaluating Member State (EMS), the MRLs required for lamb\'s lettuce, cress and other sprouts and shoots, land cress, Roman rocket and red mustards are at the same level as the existing MRLs for escaroles, lettuce and baby leaf crops, the EMS proposed to set a group MRL for the whole group of lettuces and salad plants. The detailed description of the intended uses in the crops under assessment is reported in Appendix [A](#efs25154-sec-1001){ref-type="sec"}.

Trifloxystrobin is the ISO common name for methyl (*E*)‐methoxyimino‐{(*E*)‐α‐\[1‐(α,α,α‐trifluoro‐m‐tolyl)ethylideneaminooxy\]‐*o*‐tolyl}acetate (IUPAC). The chemical structures of the active substance and its main metabolites are reported in Appendix [E](#efs25154-sec-1005){ref-type="sec"}.

Trifloxystrobin was evaluated in the framework of Directive 91/414/EEC[1](#efs25154-note-1010){ref-type="fn"} with the United Kingdom designated as rapporteur Member State (RMS) for the representative uses (foliar applications) on apples, grapes, melons, cucumbers, wheat and barley. The draft assessment report (DAR) prepared by the RMS was not peer reviewed by the European Food Safety Authority (EFSA). Therefore no EFSA conclusion is available. Trifloxystrobin was approved[2](#efs25154-note-1011){ref-type="fn"} for the use as fungicide on 1 October 2003.

The process of renewal of the first approval is currently ongoing; EFSA has completed the assessment (EFSA, [2017](#efs25154-bib-0007){ref-type="ref"}) but a decision on the renewal of the approval has not yet been taken.

The review of existing MRLs according to Article 12 of Regulation (EC) No 396/2005 (MRL review) has been performed (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}). In 2015, the proposed modifications have been implemented in Annex II of Regulation (EC) No 396/2005[3](#efs25154-note-1012){ref-type="fn"}. After completion of the MRL review, EFSA has issued two reasoned opinions on the modification of MRLs for trifloxystrobin. The proposals from these reasoned opinions have been considered in recent regulations[4](#efs25154-note-1013){ref-type="fn"} for the European Union (EU) MRLs. In addition, certain Codex MRLs have been included in the EU MRL legislation.

In accordance with Article 6 of Regulation (EC) No 396/2005, the company Bayer CropScience submitted an application to the competent national authority in the Netherlands (evaluating Member State, EMS) to modify the MRLs for the active substance trifloxystrobin in small fruits and berries, for whole subgroup of lettuce and salad plants, purslanes, beans without pods, peas with and without pods and pulses. The Netherlands drafted an evaluation report in accordance with Article 8 of Regulation (EC) No 396/2005, which was submitted to the European Commission and forwarded to EFSA on 23 January 2017. To accommodate for the intended uses of trifloxystrobin, the EMS proposed to raise the existing MRLs from the limit of quantification (LOQ) of 0.01 mg/kg to: 3 mg/kg for other small fruits and berries;15 mg/kg for lettuce and salad plants (no current MRL for the whole group);15 mg/kg for purslanes,0.09 mg/kg for beans without pods,0.09 mg/kg for peas without pods,1.5 mg/kg for peas with pods and0.2 mg/kg for pulses.

EFSA assessed the application and the evaluation report as required by Article 10 of the MRL regulation. In the course of the detailed assessment, EFSA identified points which needed further clarifications. The EMS provided the requested information on 18 December 2017. Based on the conclusions derived by EFSA in the framework of Regulation (EC) No 1107/2009 and the additional data provided by the EMS in the framework of this application, the following conclusions are derived.

EFSA based its assessment on the updated evaluation report submitted by the EMS (Netherlands, [2017](#efs25154-bib-0022){ref-type="ref"}), the DAR (United Kingdom, [2000](#efs25154-bib-0025){ref-type="ref"}) prepared under Council Directive 91/414/EEC, the Commission review report on trifloxystrobin (European Commission, [2003](#efs25154-bib-0016){ref-type="ref"}), the JMPR Evaluation reports (FAO, [2012](#efs25154-bib-0020){ref-type="ref"}, [2015](#efs25154-bib-0021){ref-type="ref"}), the revised renewal assessment report (RAR) (United Kingdom, [2017](#efs25154-bib-0026){ref-type="ref"}) and the conclusion on the peer review of the pesticide risk assessment of the active substance trifloxystrobin (EFSA, [2017](#efs25154-bib-0007){ref-type="ref"}), as well as the conclusions from a previous EFSA reasoned opinions on trifloxystrobin, including the one on the MRL review (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"},[b](#efs25154-bib-0005){ref-type="ref"}, [2016](#efs25154-bib-0006){ref-type="ref"}).

For this application, the data requirements established in Regulation (EU) No 544/2011[5](#efs25154-note-1014){ref-type="fn"} and the guidance documents applicable at the date of submission of the application to the EMS are applicable (European Commission, [1997a](#efs25154-bib-0008){ref-type="ref"}, [1997b](#efs25154-bib-0009){ref-type="ref"}, [1997c](#efs25154-bib-0010){ref-type="ref"}, [1997d](#efs25154-bib-0011){ref-type="ref"}, [1997e](#efs25154-bib-0012){ref-type="ref"}, [1997f](#efs25154-bib-0013){ref-type="ref"}, [1997g](#efs25154-bib-0014){ref-type="ref"}, [2000](#efs25154-bib-0015){ref-type="ref"}, [2010a](#efs25154-bib-0017){ref-type="ref"}, [b](#efs25154-bib-0018){ref-type="ref"}, [2017](#efs25154-bib-0019){ref-type="ref"}; OECD, [2011](#efs25154-bib-0023){ref-type="ref"}, [2013](#efs25154-bib-0024){ref-type="ref"}). The assessment is performed in accordance with the legal provisions of the Uniform Principles for the Evaluation and the Authorisation of Plant Protection Products adopted by Commission Regulation (EU) No 546/2011[6](#efs25154-note-1015){ref-type="fn"}.

A selected list of end points of the studies assessed by EFSA in the framework of the this MRL application, review, including the end points of relevant studies assessed previously, submitted in support of the current MRL application, are presented in Appendix [B](#efs25154-sec-1002){ref-type="sec"}.

The evaluation report submitted by the EMS (Netherlands, [2017](#efs25154-bib-0022){ref-type="ref"}) and the exposure calculations using the EFSA Pesticide Residues Intake Model (PRIMo) are considered as supporting documents to this reasoned opinion and, thus, are made publicly available as background documents to this reasoned opinion.

1. Residues in plants {#efs25154-sec-0004}
=====================

1.1. Nature of residues and methods of analysis in plants {#efs25154-sec-0005}
---------------------------------------------------------

### 1.1.1. Nature of residues in primary crops {#efs25154-sec-0006}

In the framework of the Article 12 MRL review and the renewal of the approval (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}, [2017](#efs25154-bib-0007){ref-type="ref"}), the metabolism of trifloxystrobin following foliar treatment was investigated in primary crops belonging to the groups of fruits and fruiting vegetables (apple, cucumber), root and tuber vegetables (sugar beet), cereals (wheat) and pulses and oilseeds (peanut). In the metabolism studies, the parent compound was the major component of the total radioactive residues (TRR) in all crops. Besides trifloxystrobin, its three isomers CGA 357262, GA 357261, CGA 331409 and its metabolite CGA321113 were also present, all individually accounting for less than 10% of TRRs, but in absolute amounts up to 0.05 mg/kg in apple and cucumbers and \> 0.1 mg/kg in peanut hay and wheat straw.

### 1.1.2. Nature of residues in rotational crops {#efs25154-sec-0007}

All crops under consideration, except small fruits and berries may be grown in rotation. As field degradation studies showed that unlike trifloxystrobin, its metabolite CGA321113 and the major soil metabolite CGA 373466 are persistent in soil (DT~90~ CGA321113 \> 500 days and CGA 373466 up to 290 days) the residues in rotational crops was further investigated. During the Article 12 MRL review, the metabolism of trifloxystrobin was assessed in lettuce, radish and wheat grown in rotation after application to bare soil at a rate of 500 g a.s./ha. Based on these studies, it was concluded that metabolism in primary and rotational crops is similar (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}).

### 1.1.3. Nature of residues in processed commodities {#efs25154-sec-0008}

Studies investigating the effect of processing on the nature of trifloxystrobin (hydrolysis studies) showed that under conditions simulating pasteurisation trifloxystrobin remained stable, whereas under baking/brewing/boiling conditions minor and under sterilisation significant degradation to CGA 321113 (approximately 20%) occurred. It was concluded that the metabolic pattern of trifloxystrobin in raw commodities is similar to that as in processed commodities (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}).

### 1.1.4. Methods of analysis in plants {#efs25154-sec-0009}

The most comprehensive set of analytical methods for the determination of trifloxystrobin residues in plant commodities was assessed during the peer review for the renewal, which concluded that adequately validated analytical methods in all major crop groups (high water, high acid, high oil, high protein content, dry and difficult to analyse matrices) are available for enforcement (EFSA, [2017](#efs25154-bib-0007){ref-type="ref"}). A multiresidue Quick, Easy, Cheap, Effective, Rugged, and Safe (QuEChERS) method using high‐performance liquid chromatography with tandem mass spectrometry (HPLC--MS/MS) quantification (CEN, [2008](#efs25154-bib-0001){ref-type="ref"}) is applicable to enforce trifloxystrobin in high water and high protein content commodities, to which the crops under consideration belong, with a LOQ of 0.01 mg/kg (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}).

### 1.1.5. Stability of residues in plants {#efs25154-sec-0010}

The storage stability of trifloxystrobin in plants stored under frozen conditions was investigated comprehensively in the framework of the EU pesticides peer review (EFSA, [2017](#efs25154-bib-0007){ref-type="ref"}). According to these studies, trifloxystrobin and its metabolite CGA 321113 are stable for up to 24 months in high water, high oil, high protein, high starch and high acid content commodities (EFSA, [2017](#efs25154-bib-0007){ref-type="ref"}).

### 1.1.6. Proposed residue definitions {#efs25154-sec-0011}

Based on the metabolic pattern identified in primary crops, rotational crops and in processing studies, the Article 12 MRL review concluded on a residue definition for enforcement as parent trifloxystrobin and for risk assessment as the sum of trifloxystrobin and CGA321113, expressed as trifloxystrobin. These residue definitions were suggested for all plant commodities (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}).

EFSA concludes that based on the available information for the uses assessed in this application, the proposed residue definitions are still applicable.

The current residue definition for enforcement set in Regulation (EC) No 396/2005 is identical with the above mentioned residue definition.

It is noted that in the framework of the assessment on the renewal of the approval (EFSA, [2017](#efs25154-bib-0007){ref-type="ref"}) the risk assessment residue definition for plant commodities was proposed to be expanded to the sum of trifloxystrobin, its three isomers CGA 357262, GA 357261, CGA 331409 and its metabolite CGA321113, expressed as trifloxystrobin. The proposal was based on the metabolism studies, supported by field trials on pome fruits, grapes and strawberries. Thus, once the new residue definition for risk assessment is approved, the existing EU MRLs will have to be reconsidered. However, for this MRL application the risk assessment is performed with the residue definition derived in the MRL review (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}).

1.2. Magnitude of residues in plants {#efs25154-sec-0012}
------------------------------------

### 1.2.1. Magnitude of residues in primary crops {#efs25154-sec-0013}

In support of the MRL application, residue trials on currants, grapes, lettuce (head forming and open leaf varieties), peas and beans (fresh with and without pods, and dry) were provided. Residue data were presented for the parent compound and CGA321113, but not on residues of the isomers of the parent compound (CGA 357262, GA 357261, CGA 331409). According to the assessment of the EMS, the analytical methods used were sufficiently validated and fit for purpose and samples were taken and stored in compliance with the demonstrated storage conditions.

The results of the residue trials, the related risk assessment input values (highest residue (HR), median residue) and the MRL proposals are summarised in Appendix [B.1.2.1](#efs25154-sec-0030){ref-type="sec"}.

*Other small fruits and berries*

In total, 10 outdoor trials on currants compliant with the northern Europe (NEU) good agricultural practice (GAP) were provided; however, three trials were considered replicates as they were carried out at nearby locations during the same period of time. Thus, in total seven independent outdoor trials on currants are available for the NEU GAP.

The southern Europe (SEU) GAP was supported by eight GAP‐compliant outdoor trials, four on currants and four on grapes. For grapes, the treatment interval exceeded 7 days; however, this was considered to have a minor impact on the overall residues and the trials were accepted.

For the indoor GAP, six valid trials on currants were provided.

In accordance with the EU guidance document (European Commission, [2017](#efs25154-bib-0019){ref-type="ref"}), extrapolation from currants (at least six trials) or from a mixed data set of currents (minimum four trials) plus two trials on either grapes or two trials on any crop belonging to the group of small fruit and berries to the whole group of small fruits and berries is acceptable. Thus, the number of trials is sufficient to derive an MRL proposal for the whole group of other small fruit and berries.

Given that the SEU and NEU data sets are similar based on statistical analyses, the outdoor trials were merged to secure a more robust assessment. This merged data set was selected for the MRL proposal as it was more critical compared to the indoor use. For the consumer risk assessment, the most critical HR value of 2.11 mg/kg was derived from the merged data set, whereas the most critical supervised trials median residue (STMR) of 0.33 mg/kg was based on the indoor application. The HR and STMR values are reported based on the residue definition for risk assessment.

*Lettuces and salad plants (Whole subgroup 0251010)*

Seven residue trials on open leaf and three trials on varieties closer to head forming lettuce varieties were provided to support extrapolation to the whole group of 'lettuces and salad plants'. All trials were compliant with the indoor GAP. However, the trials that could not be unambiguously classified as open leaf lettuces were considered as supporting information and were not included in the calculation.

According to the EU guidance (European Commission, [2017](#efs25154-bib-0019){ref-type="ref"}), at least eight residue trials on open leaf varieties are required to set a MRL for the whole group; for extrapolation from a major crop to a single minor crop, at least four trials would be sufficient. The guidance document gives the option to extrapolate from a major crop to a group with only minor crops based on six valid residue trials.

For the present application, the seven trials on open leaf varieties on their own are not sufficient. However, considering that the residues in the three supporting residue trials in varieties that are not clearly classified as open or head forming lettuce varieties are in the same range and that for the extrapolations to the individual minor crops belonging to the group of lettuce and salad plants (all within the group, except lettuce), four residue trials would be sufficient, EFSA is of the opinion that the data set is sufficient to derive MRL proposals for the whole group, considering that for lettuce there is no need to amend the existing MRL.

Based on the seven residue trials, the OECD calculator suggests to set a MRL at the level of 20 mg/kg. Based on expert judgement, a MRL proposal of 15 mg/kg is deemed more appropriate considering that the unrounded MRL proposals of the OECD calculator is just slightly above 15 mg/kg (unrounded OECD MRL = 15.82 mg/kg), and that the results of the previously used EU MRL calculation methodology would also suggest a MRL proposal of 15 mg/kg (R~max~ = 14.01 and R~ber~ = 9.00). It is noted that the EMS also suggested a MRL proposal of 15 mg/kg which is at the same level as the existing MRLs for lettuces (251020), escaroles (251030) and baby leaf crops (including *Brassica* species) (251080). The STMR (3.24 mg/kg) and HR (10 mg/kg) values derived from these trials were used in the consumer risk assessment for all crops belonging to the group of lettuce and salad plants.

*Purslanes*

The above‐mentioned GAP‐compliant residue trials on open leave varieties of lettuce also support the MRL application for purslanes. The extrapolation from lettuce (open leaf varieties) to purslanes is acceptable (European Commission, [2017](#efs25154-bib-0019){ref-type="ref"}) and the data were sufficient to derive a MRL proposal of 15 mg/kg.

*Fresh beans and peas without pods*

Two residue trials on beans without pods and eight trials on peas without pods compliant with the NEU GAP and three trials on beans without pods and eight on peas without pods compliant with the SEU GAP were submitted. All trials were considered valid.

According to the EU guidance (European Commission, [2017](#efs25154-bib-0019){ref-type="ref"}), extrapolation from beans without pods to peas without pods and vice versa is possible; therefore, the data on peas or beans without pods were pooled and the mixed data set was considered appropriate to derive a MRL proposal for beans and peas without pods. As the statistical analyses showed that the residue trials for the SEU and NEU GAPs were not similar, the two data sets could not be merged. The MRL proposal of 0.09 mg/kg, the HR (0.05 mg/kg) and STMR (0.04 mg/kg) values used in the consumer risk assessment reflect the more critical residue situation of the SEU use.

*Peas with pods*

Eleven trials on beans with pods and 10 residue trials on peas with pods compliant with the SEU GAP and eight trials on beans with pods and one residue trial on peas with pods compliant with a less critical NEU GAP (longer PHI) were submitted in support of the MRL application. Extrapolation from beans with pods to peas with pods is possible. Based on the mixed SEU data set, a MRL proposal of 1.5 mg/kg was derived. The NEU use is also fully supported by data, but is less critical than the SEU GAP.

*Dry pulses*

Eight residue trials on dry pea and bean seeds compliant with the SEU GAP support the MRL application. Extrapolation is possible from beans and peas to whole category pulses. The data was sufficient to derive a MRL proposal of 0.2 mg/kg based on the SEU GAP.

### 1.2.2. Magnitude of residues in rotational crops {#efs25154-sec-0014}

The possible transfer of trifloxystrobin residues to crops that are grown in crop rotation has been assessed in the MRL review (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}). Three rotational field trials in lettuce, turnip and wheat conducted with 1.13 kg/ha (2.8N) at 30 days plant back interval were available. They were analysed for trifloxystrobin and CGA 321113 and the results were all below the LOQ of 0.02 mg/kg.

Since the maximum annual application rate for the crops under consideration (i.e. 0.4 kg a.s./ha) is lower than the application rate tested in the rotational crop studies, it is concluded that no residues are expected, provided that the active substance is applied according to the proposed GAPs.

### 1.2.3. Magnitude of residues in processed commodities {#efs25154-sec-0015}

Specific processing studies for the crops under assessment are not available. As the long‐term exposure accounted for is 5.3%[7](#efs25154-note-1016){ref-type="fn"} of the acceptable daily intake (ADI) and the contribution of residues in the crops under consideration to the total consumer exposure is insignificant (below 0.1% of the ADI per crop) additional processing studies for the crops under consideration are not necessary.

### 1.2.4. Proposed MRLs {#efs25154-sec-0016}

The available data are considered sufficient to derive MRL proposals as well as risk assessment values for the commodities under evaluation (see Appendix [B.1.2.1](#efs25154-sec-0030){ref-type="sec"}). In Section [3](#efs25154-sec-0020){ref-type="sec"}, EFSA assessed whether residues on these crops resulting from the intended uses are likely to pose a consumer health risk.

EFSA concludes that the submitted residue trials are sufficient to derive MRL proposals for all the crops under assessment.

2. Residues in livestock {#efs25154-sec-0017}
========================

2.1. Nature of residues and methods of analysis in livestock {#efs25154-sec-0018}
------------------------------------------------------------

Metabolism studies in livestock (goat, laying hen) have been assessed previously in the framework of the MRL review (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}). EFSA concluded that the residue definition proposed for enforcement and risk assessment in poultry, ruminant and pig products is trifloxystrobin and CGA321113, expressed as trifloxystrobin. A fully validated analytical method and its ILV for the determination of trifloxystrobin and its metabolite in products of animal origin with a limit of quantification (LOQ) of 0.01 mg/kg is available (Netherlands, [2017](#efs25154-bib-0022){ref-type="ref"}).

2.2. Magnitude of residues in livestock {#efs25154-sec-0019}
---------------------------------------

As pulses may be used for feed purposes, the dietary burden calculation for livestock performed in the framework of the MRL review (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}) was updated. The input values for the exposure calculations for livestock are presented in Appendix [D.1](#efs25154-sec-0041){ref-type="sec"} and the results of the dietary burden calculation are presented in Appendix [B.2](#efs25154-sec-0033){ref-type="sec"}. Although exposure for all species exceeded the trigger values defined in the relevant guidance, the median and maximum animal burden remained unchanged compared to the previous calculation. Thus, it is not expected that the intended uses currently assessed has an impact on the residues in food of animal origin (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}). EFSA concluded that following the intended use, pulses as a feed item does not contribute significantly to the livestock dietary burden (see Appendix [B.2](#efs25154-sec-0033){ref-type="sec"}) and there is no need to modify the existing EU MRLs in products of animal origin listed in Regulation (EU) 2017/626[8](#efs25154-note-1017){ref-type="fn"}.

3. Consumer risk assessment {#efs25154-sec-0020}
===========================

The toxicological profile of trifloxystrobin was assessed in the framework of the EU pesticides peer review under Directive 91/414/EEC and the data were sufficient to derive an ADI of 0.1 mg/kg body weight (bw) per day. An acute reference dose (ARfD) was deemed unnecessary (European Commission, [2003](#efs25154-bib-0016){ref-type="ref"}). During the process of renewal of the approval under Regulation (EC) No 1107/2009, the previously derived ADI was confirmed, while an ARfD of 0.5 mg/kg bw has been set (EFSA, [2017](#efs25154-bib-0007){ref-type="ref"}). Although this ARfD has not yet been noted by the European Commission, an acute dietary intake calculation has been performed for the crops under consideration, using the ARfD of 0.5 mg/kg bw.

The consumer risk assessment was performed with revision 2 of the EFSA PRIMo (EFSA, [2007](#efs25154-bib-0002){ref-type="ref"}). The complete list of input values is presented in Appendix [D.2](#efs25154-sec-0042){ref-type="sec"}.

The short‐term exposure assessment was performed for the various crops in accordance with the internationally agreed methodology. It was performed only with regard to the commodities under consideration assuming the consumption of a large portion of the food items as reported in the national food surveys and that these items contained residues at the HR level as observed in supervised field trials (Appendix [B.1.2.1](#efs25154-sec-0030){ref-type="sec"}).

A concern for short‐term intake was identified for escaroles, based on the highest residue observed in residue trials representative for open leaf varieties of lettuce; the highest intake was calculated to account for 175% of the ARfD (NL children diet). For the other crops for which an amendment of the existing MRL was requested, no risk for the consumers was identified.

As additional information to assist risk managers, the short‐term intake calculation was also performed using PRIMo revision 3 (EFSA, under publication). Although no intake concern for any of the raw agricultural commodities were identified (up to 80% of ARfD for escaroles, BE toddler), the ARfD was exceeded for processed escaroles (133%, NL toddler); a more refined risk assessment would be possible if a processing factor for boiled escaroles was available. It is noted that the HR value may be an outlier in the data set, yet there is no reason to disregard it.

The long‐term exposure assessment was performed, taking into account the STMR values derived for the commodities assessed in this application; for the remaining commodities STMR values derived in the MRL review and the following MRL applications (EFSA, [2014b](#efs25154-bib-0005){ref-type="ref"}, [2016](#efs25154-bib-0006){ref-type="ref"}) were selected as input values.

The estimated long‐term dietary intake accounted for up to 5.3% of the ADI for WHO Cluster diet B, including escaroles, having a contribution of 0.2% of the ADI. The highest contribution of escaroles to the diet was up to 0.4% of the ADI (NL general population). Among the crops under consideration, lettuce was the major contributor to the total consumer exposure accounting for a maximum of 1.2% of the ADI for WHO Cluster diet B (see Appendix [C](#efs25154-sec-1003){ref-type="sec"}). EFSA concludes that the long‐term intake of residues of trifloxystrobin resulting from the existing and the intended uses is unlikely to present a risk to consumer health.

Based on these calculations, EFSA concludes that the proposed use of trifloxystrobin on the crops assessed, except for escaroles is unlikely to pose a risk for the consumers. For escaroles, the setting of a MRL for a fall‐back GAP may be possible based on existing outdoor use (EFSA, [2014a](#efs25154-bib-0004){ref-type="ref"}); further risk management considerations are required.

It is noted that the above assessment does not take into consideration the isomers of trifloxystrobin. The isomers of the parent compound were agreed to be included in the residue definition for risk assessment during the process of renewal and further toxicological data was requested related to these isomers and CGA 321113 (EFSA, [2017](#efs25154-bib-0007){ref-type="ref"}); however, these amendments have not yet been noted by the European Commission and Member States. In view of this, the consumer risk assessment is considered tentative and may need to be revised together with a comprehensive review of the existing uses.

4. Conclusion and recommendations {#efs25154-sec-0021}
=================================

The data submitted in support of this MRL application were found to be sufficient to derive a MRL proposal for: the whole group of small fruits and berries;the whole group of lettuce and other salad plants, except escaroles;purslanes;beans (without pods);peas (without pods);peas (with pods) andpulses.

EFSA concluded that the proposed use of trifloxystrobin on the above commodities, except for escaroles, will not result in a consumer exposure exceeding the toxicological reference values and therefore is unlikely to pose a risk to consumers' health.

The MRL recommendations are summarised in Appendix [B.4](#efs25154-sec-0039){ref-type="sec"}.

Abbreviations {#efs25154-sec-0022}
=============

a.s.active substanceADIacceptable daily intakeARapplied radioactivityARfDacute reference doseBBCHgrowth stages of mono‐ and dicotyledonous plantsbwbody weightCENEuropean Committee for Standardisation (Comité Européen de Normalisation)CFconversion factor for enforcement to risk assessment residue definitionCXLCodex maximum residue limitDARdraft assessment reportDATdays after treatmentDMdry matterDT~90~period required for 90% dissipation (define method of estimation)EMSevaluating Member StateEURLEU Reference Laboratory (former Community Reference Laboratory (CRL))FAOFood and Agriculture Organization of the United NationsGAPGood Agricultural PracticeHPLChigh‐performance liquid chromatographyHPLC--MS/MShigh‐performance liquid chromatography with tandem mass spectrometryHRhighest residueIEDIinternational estimated daily intakeIESTIinternational estimated short‐term intakeILVindependent laboratory validationISOInternational Organisation for StandardisationIUPACInternational Union of Pure and Applied ChemistryJMPRJoint FAO/WHO Meeting on Pesticide ResiduesLOQlimit of quantificationMRLmaximum residue levelNEUnorthern EuropeOECDOrganisation for Economic Co‐operation and DevelopmentPBIplant‐back intervalPFprocessing factorPHIpreharvest intervalPRIMo(EFSA) Pesticide Residues Intake ModelQuEChERSQuick, Easy, Cheap, Effective, Rugged, and Safe (analytical method)R~ber~statistical calculation of the MRL by using a non‐parametric methodR~max~statistical calculation of the MRL by using a parametric methodRArisk assessmentRDresidue definitionRMSrapporteur Member StateSANCODirectorate‐General for Health and ConsumersSCsuspension concentrateSEUsouthern EuropeSTMRsupervised trials median residueTRRtotal radioactive residueWHOWorld Health Organization

Appendix A -- Summary of intended GAP triggering the amendment of existing EU MRLs {#efs25154-sec-1001}
==================================================================================

 {#efs25154-sec-0023}

Crop and/or situationNEU, SEU, MS or countryF G or I[a](#efs25154-note-0002){ref-type="fn"}Pests or group of pests controlledPreparationApplicationApplication rate per treatmentPHI (days)[d](#efs25154-note-0005){ref-type="fn"}RemarksType[b](#efs25154-note-0003){ref-type="fn"}Conc. a.s.Method kindRange of growth stages and season[c](#efs25154-note-0004){ref-type="fn"}Number min--maxInterval between application (min)kg a.s./hL min--maxWater L/ha min--maxRateUnitPurslanes (sea aster, sea lavender, other purslanes)G*Botrytis cinerea, Sclerotinia sclerotiorum*SC250Foliar sprayingBBCH 12‐491--27 days200--1,0000.20kg a.i./ha7--Bean without podNEUF*Botrytis fuckeliana* *Sclerotinia sclerotiorum*SC250Foliar sprayingBBCH 59‐7927 days0.025--0.100200--8000.20kg a.i./ha14--Bean without podSEUF*Botrytis fuckeliana* *Sclerotinia sclerotiorum*SC250Foliar sprayingBBCH 55‐8927 days0.020--0.067300--1,0000.20kg a.i./ha7--Pea without podNEUF*Botryotinia fuckeliana/Botrytis cinerea* *Sclerotinia sclerotiorum*SC250Foliar sprayingBBCH 59‐791--27 days0.025--0.100200--8000.20kg a.i./ha14--Pea without podSEUF*Botrytis cinerea* *Sclerotinia sclerotiorum* *Ascochyta* sp. *(pinodes ou pisi)* *Erysiphe pisi*SC250Foliar sprayingBBCH 55‐891--27 days0.020--0.067300--1,0000.20kg a.i./ha7~~--~~Pea with podNEUF*Botryotinia fuckeliana/Botrytis cinerea* *Sclerotinia sclerotiorum*SC250Foliar sprayingBBCH 59‐7927 days0.025--0.100200--8000.20kg a.i./ha14~~--~~Pea with podSEUF*Botrytis cinerea* Sclerotinia sclerotiorum Ascochyta sp. (pinodes ou pisi) Erysiphe pisiSC250Foliar sprayingBBCH 55‐891--27 days0.020--0.067300--1,0000.20kg a.i./ha7~~--~~Pulses (whole group)SEUF*Botrytis cinerea* *Sclerotinia sclerotiorum* *Ascochyta sp. (pinodes ou pisi)* *Erysiphe pisi*SC250Foliar sprayingBBCH 55‐891--27 days0.0504000.20kg a.i./ha21~~--~~Lettuce and other salad plants (whole group)G*Botrytis cinerea/Botryotinia fuckeliana* *Sclerotinia sclerotiorum* *Sclerotinia minor*SC250Foliar sprayingBBCH 40‐491--27 days0.020--0.067300--1,0000.20kg a.i./ha7~~--~~Other small fruits and berries (whole group)NEUF*Botryotinia fuckeliana* *Cronartium ribicola* *Drepanopeziza ribis* f. sp. *nigri* *Sphaerotheca mors‐uvae*SC250Foliar sprayingBBCH 15‐891--27 days0.0133--0.100200--1,5000.20kg a.i./ha7~~--~~Other small fruits and berries (whole group)SEUF*Botrytis cinerea* Sphaerotheca mors‐uvae *Colletotrichum* sp.SC250Foliar sprayingBBCH 13‐891--27 days0.0133--0.067300--1,5000.20kg a.i./ha7~~--~~Other small fruits and berries (whole group)G*Botryotinia fuckeliana* Cronartium ribicola *Colletotrichum sp*. *Drepanopeziza ribis* f. sp. *nigri* *Sphaerotheca mors‐uvae*SC250Foliar sprayingBBCH 15‐891--27 days0.0133--0.100200--1,5000.20kg a.i./ha7~~--~~[^7][^8][^9][^10][^11]

Appendix B -- List of end points {#efs25154-sec-1002}
================================

B.1.. Residues in plants {#efs25154-sec-0025}
------------------------

### B.1.1.. Nature of residues and methods of analysis in plants {#efs25154-sec-0026}

#### B.1.1.1.. Metabolism studies, methods of analysis and residue definitions in plants {#efs25154-sec-0027}

Primary crops (available studies)Crop groupsCrop(s)Application(s)Sampling (DAT)Comment/sourceFruit cropsAppleFoliar (4 × 100 g/ha)0, 14\[Trifluoromethyl‐phenyl‐UL‐^14^C\] trifloxystrobin and \[glyoxyl‐phenyl‐UL‐^14^C\] trifloxystrobin; EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})CucumberFoliar (3 × 312 g/ha)1, 7\[Trifluoromethyl‐phenyl‐UL‐^14^C\] trifloxystrobin and \[glyoxyl‐phenyl‐UL‐^14^C\] trifloxystrobin; EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Root cropsSugar beetFoliar (3 × 130 or 690 g/ha)0, 21, 45\[Trifluoromethyl‐phenyl‐UL‐^14^C\] trifloxystrobin and \[glyoxyl‐phenyl‐UL‐^14^C\] trifloxystrobin; EFSA ([2009](#efs25154-bib-0003){ref-type="ref"})CerealsWheatFoliar (1 × 500 g/ha)49\[Trifluoromethyl‐phenyl‐UL‐^14^C\] trifloxystrobin and \[glyoxyl‐phenyl‐UL‐^14^C\] trifloxystrobin; EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Foliar (2 × 250 g/ha)24, 52\[Trifluoromethyl‐phenyl‐UL‐^14^C\] trifloxystrobin and \[glyoxyl‐phenyl‐UL‐^14^C\] trifloxystrobin; EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Foliar (2 × 250 g/ha)3, 32\[Trifluoromethyl‐phenyl‐UL‐^14^C\] trifloxystrobin; EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Pulses/oilseedsPeanutFoliar (4 × 560 g/ha)0, 14+ 0 and 14 days after 1st treatment; 14 days after last treatment \[Trifluoromethyl‐phenyl‐UL‐^14^C\] trifloxystrobin and \[glyoxyl‐phenyl‐UL‐^14^C\] trifloxystrobin; EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Rotational crops (available studies)Crop groupsCrop(s)Application(s)PBI (DAT)Comment/sourceRoot/tuber cropsRadish1 × 0.5 kg/a.s. per ha; bare soil, outdoor/field31, 120, 365EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Leafy cropsLettuce1 × 0.5 kg/a.s. per ha; bare soil, outdoor/field31, 120, 365EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Cereal (small grain)Wheat1 × 0.5 kg/a.s. per ha; bare soil, outdoor/fieldSpring wheat: 31, 365; Winter wheat: 174EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})OtherProcessed commodities (hydrolysis study)ConditionsStable?Comment/sourcePasteurisation (20 min, 90°C, pH 4)YesEFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Baking, brewing and boiling (60 min, 100°C, pH 5)YesEFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Sterilisation (20 min, 120°C, pH 6)No21.5% degradation, mainly (ca. 20%) to CGA321113; EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})Other processing conditions[^12]
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#### B.1.1.2.. Stability of residues in plants {#efs25154-sec-0028}

Plant products (available studies)CategoryCommodityT (°C)Stability periodCompounds coveredComment/sourceValueUnitHigh water contentCucumber≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Corn, green material≤ −18 ≤ −18 ≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Wheat whole plant≤ °18 ≤ 1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Apple fruit≤ °1818MonthsTrifloxystrobinEFSA ([2017](#efs25154-bib-0007){ref-type="ref"})High oil contentOilseed rape seed≤ °1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Peanut nutmeat≤ −1818.5MonthsTrifloxystrobinEFSA ([2017](#efs25154-bib-0007){ref-type="ref"})High protein contentDry bean≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})High starchRye grain≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Wheat grain≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Potato tuber≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})High acid contentOranges≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Grapes≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Processed productsApple, wet pomace≤ −2018.5MonthsTrifloxystrobinEFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Peanut oil≤ −1818.5MonthsTrifloxystrobinEFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Potato granules/flakes≤ −1818.5MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Grape juice≤ −1818.5MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})OthersWheat straw≤ −1824MonthsTrifloxystrobin CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})Peanut hay≤ −1818.5MonthsTrifloxystrobinEFSA ([2017](#efs25154-bib-0007){ref-type="ref"})

### B.1.2.. Magnitude of residues in plants {#efs25154-sec-0029}

#### B.1.2.1.. Summary of residues data from the supervised residue trials {#efs25154-sec-0030}

CommodityRegion/indoor[b](#efs25154-note-0009){ref-type="fn"}Residue levels observed in the supervised residue trials (mg/kg)Comments/sourceCalculated MRL (mg/kg)HR[c](#efs25154-note-0010){ref-type="fn"} (mg/kg)STMR[d](#efs25154-note-0011){ref-type="fn"} (mg/kg)Other small fruits and berries (whole group)NEU**Mo:** 0.13, 0.22, 0.25, 0.27, 0.31, 0.77, 0.92 **RA:** 0.14, 0.23, 0.27, 0.29, 0.32, 0.78, 0.93Residue trials on currants and *grapes* (indicated as (*gr*)) compliant with GAP, except the treatment interval for grapes exceeded seven days. The NEU and SEU data sets could be merged. Extrapolation to the whole group of other small fruits and berries possible. The most critical MRL and HR derived from the merged NEU and SEU residue data sets**32.11**0.29SEU**Mo:** *0.04* ^*(gr)*^, *0.1* ^*(gr)*^ *,* 0.14, *0.26* ^*(gr)*^ *,*0.29, 0.46, *0.66* ^*(gr)*^ *,* 2.1 **RA:** *0.05* ^*(gr)*^ *, 0.12* ^*(gr)*^ *,* 0.15, *0.27* ^*(gr)*^ *,* 0.3, 0.47, *0.68* ^*(gr)*^ *,* 2.11EU/Indoor**Mo:** 0.15, 0.27, 0.31, 0.35, 0.36, 0.51 **RA:** 0.16, 0.28, 0.32, 0.36, 0.37, 0.52Residue trials on currants compliant with GAP. Extrapolation to the whole group of other small fruits and berries possible. The most critical STMR was based on the indoor use10.52**0.33**Lettuces and other salad plants (whole group)EU/Indoor**Mo:** 0.85, 1.20, 2.60, 3.10, 3.80, 4.50, 9.90 **RA:** 0.90, 1.30, 2.84, 3.24, 3.83, 4.69, 10.00Extrapolation from seven residue trials on open leaf lettuce varieties compliant with the indoor GAP. Extrapolation to the whole group accepted based on expert judgement as data set small, but supporting information considered. The MRL proposal is based on the EU‐MRL, unrounded‐OECD MRL and expert judgement. No MRL is proposed for escaroles**15** [e](#efs25154-note-0012){ref-type="fn"} ^,^ [f](#efs25154-note-0013){ref-type="fn"}**102.85**PurslanesEU/Indoor**Mo:** 0.85, 1.20, 2.60, 3.10, 3.80, 4.50, 9.90 **RA:** 0.90, 1.30, 2.84, 3.24, 3.83, 4.69, 10.00Extrapolation from residue trials on open leaf lettuce varieties compliant with the indoor GAP. Extrapolation to purslanes possible. The MRL proposal is based on the EU‐MRL, unrounded‐OECD MRL and expert judgement**15** [e](#efs25154-note-0012){ref-type="fn"}**102.85**Beans (without pods) Peas (without pods)NEUBeans (without pods) **Mo:** 0.02, 0.04 **RA:**, 0.04, 0.05 Peas (without pods) **Mo:** 6 × \< 0.01, 2 × 0.01 **RA:** 8 × \< 0.02Residue trials on beans without pods and peas without pods compliant with NEU GAP. Extrapolation is possible from beans without pods to peas without pods and vice versa0.060.050.02[a](#efs25154-note-0008){ref-type="fn"}Beans (without pods) Peas (without pods)SEUBeans (without pods) **Mo:** 2 × \< 0.01, 0.06 **RA:** 2 × \< 0.02, 0.07 Peas (without pods) **Mo:** 2 × 0.01, 2 × 0.02, 2 × 0.03, 2 × 0.04 **RA:** 2 × 0.02, 2 × 0.03, 2 × 0.04, 2 × 0.05Residue trials on beans without pods and peas without pods compliant with SEU GAP. Extrapolation is possible from beans without pods to peas without pods and vice versa. The most critical MRL, STMR and HR derived from the mixed data set compliant with the SEU GAP**0.090.070.03**Peas (with pods)NEUBeans (with pods) **Mo:** 0.01, 2 × 0.02, 2 × 0.03, 0.05, 0.06, 0.08 **RA:** 0.02, 2 × 0.03, 2 × 0.05, 0.07, 0.08, 0.09 Peas (with pods) **Mo:** 0.23 **RA:** 0.24Residue trials on beans with pods and peas without pods compliant with GAP. Extrapolation is possible from beans with pods to peas with pods0.400.240.05Peas (with pods)SEUBeans (with pods) **Mo:** 0.02, 0.03, 0.05, 0.06, 0.08, 0.09, 2 × 0.12, 0.21, 0.34, 0.65 **RA:** 0.03, 0.04, 0.06, 0.07, 0.09, 0.10, 0.13, 0.14, 0.26, 0.35, 0.69 Peas (with pods) **Mo:** 0.06, 0.25, 0.26, 0.28, 2 × 0.36, 0.37, 0.41, 0.65, 0.83 **RA:** 0.07, 0.26, 0.27, 0.29, 0.37, 2 × 0.38, 0.43, 0.66, 0.84Residue trials on peas and beans with pods compliant with GAP. Extrapolation is possible from beans to peas with pods. The most critical MRL, STMR and HR derived from mixed data set compliant with the SEU GAP**1.50.840.26**Pulses (whole group)SEU**Mo:** 2 × \< 0.01, 2 × 0.02, 0.03, 0.05, 2 × 0.09 **RA:** 2 × 0.02, 2 × 0.03, 0.04, 0.06, 0.11, 0.14Residue trials on dry pea and dry bean seeds compliant with GAP. Extrapolation is possible to whole pulses group**0.20.140.04**[^13][^14][^15][^16][^17][^18][^19]

#### B.1.2.2.. Residues in rotational crops {#efs25154-sec-0031}
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#### B.1.2.3.. Processing factors {#efs25154-sec-0032}

No processing studies were submitted in the framework of the present MRL application.

B.2.. Residues in livestock {#efs25154-sec-0033}
---------------------------

Relevant groups (subgroups)Dietary burden expressed inMost critical subgroup[a](#efs25154-note-0015){ref-type="fn"}Most critical commodity[b](#efs25154-note-0016){ref-type="fn"}Trigger exceeded (Y/N)mg/kg bw per daymg/kg DMMedianMaximumMedianMaximumCattle (all)0.0820.1372.443.88Dairy cattleKale leavesYesCattle (dairy only)0.0820.1372.123.56Dairy cattleKale leavesYesSheep (all)0.0540.1091.272.57LambRye strawYesSheep (ewe only)0.0420.0861.272.57Ram/EweRye strawYesSwine (all)0.0270.0431.161.88Swine (breeding)Kale leavesYesPoultry (all)0.0240.0460.350.67Poultry layerWheat strawYesPoultry (layer only)0.0240.0460.350.67Poultry layerWheat strawYesFishN/A[^20][^21][^22]

### B.2.1.. Nature of residues and methods of analysis in livestock {#efs25154-sec-0034}

#### B.2.1.1.. Metabolism studies, methods of analysis and residue definitions in livestock {#efs25154-sec-0035}

Livestock (available studies)AnimalDose (mg/kg bw per day)Duration (days)Comment/sourceLaying hen7.7 6.74Label position: \[^14^C‐TP\] and \[^14^C‐GP\], respectivelyLactating ruminants4.24 4.134Goat. Label position: \[^14^C‐TP\] and \[^14^C‐GP\], respectively[^23]
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#### B.2.1.2.. Stability of residues in livestock {#efs25154-sec-0036}

Animal products (available studies)AnimalCommodityT (°C)Stability periodCompounds coveredComment/sourceValueUnitCowMuscle≤ −2012MonthsTrifloxystrobin, CGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})CowLiver≤ −203MonthsTrifloxystrobinEFSA ([2017](#efs25154-bib-0007){ref-type="ref"})CowLiver≤ −2012MonthsCGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})CowMilk≤ −207MonthsTrifloxystrobinEFSA ([2017](#efs25154-bib-0007){ref-type="ref"})CowMilk≤ −2012MonthsCGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})HenEggs≤ −206MonthsTrifloxystrobinEFSA ([2017](#efs25154-bib-0007){ref-type="ref"})HenEggs≤ −2012MonthsCGA 321113EFSA ([2017](#efs25154-bib-0007){ref-type="ref"})

### B.2.2.. Magnitude of residues in livestock {#efs25154-sec-0037}

Not relevant.

B.3.. Consumer risk assessment {#efs25154-sec-0038}
------------------------------

![](EFS2-16-e05154-g005.jpg "image")

B.4.. Recommended MRLs {#efs25154-sec-0039}
----------------------

Code[b](#efs25154-note-0020){ref-type="fn"}CommodityExisting EU MRL (mg/kg)Proposed EU MRL (mg/kg)Comment/justification**Enforcement residue definition: trifloxystrobin** [c](#efs25154-note-0021){ref-type="fn"} [d](#efs25154-note-0022){ref-type="fn"} [e](#efs25154-note-0023){ref-type="fn"}0154000Other small fruits and berries (whole group)0.01[a](#efs25154-note-0019){ref-type="fn"}--23The submitted data are sufficient to derive a MRL proposal for the NEU/SEU use. Risk for consumers unlikely0251010 0251040 0251050 0251060 0251070 0251990Lamb\'s lettuce Cress and other sprouts and shoots Land cress Roman rocket Red mustards Others0.01[a](#efs25154-note-0019){ref-type="fn"}15The submitted data are considered sufficient to derive a MRL proposal. The MRL proposal reflects the EU indoor use. It relates to all commodities within subgroup 0251000 as applied for, except escaroles. For lettuces and baby leaf crops (including *Brassica* species), the existing MRL is already 15 mg/kg. Risk for consumers unlikely0251030Escaroles15Further risk management considerations requiredThe indoor use on escarole is supported by seven trials on open variety lettuce. The short‐term exposure exceeded the recently derived ARfD. The lowering of the existing MRL set at the level of 15 mg/kg or other risk management options should be considered0252020Purslanes0.01[a](#efs25154-note-0019){ref-type="fn"}15The submitted data are sufficient to derive a MRL proposal for the EU indoor use. Risk for consumers unlikely0260020Beans (without pods)0.01[a](#efs25154-note-0019){ref-type="fn"}0.09The MRL proposal reflects the more critical residue situation of the SEU use. Risk for consumers unlikely0260030Peas (with pods)0.01[a](#efs25154-note-0019){ref-type="fn"}1.5The MRL proposal reflects the more critical residue situation of the SEU use. Risk for consumers unlikely0260040Peas (without pods)0.01[a](#efs25154-note-0019){ref-type="fn"}0.09The MRL proposal reflects the more critical residue situation of the SEU use. Risk for consumers unlikely0300000Pulses (whole group)0.01[a](#efs25154-note-0019){ref-type="fn"}0.2The MRL proposal reflects the SEU use. Risk for consumers unlikely[^24][^25][^26][^27][^28][^29]

Appendix C -- Pesticide Residue Intake Model (PRIMo) {#efs25154-sec-1003}
====================================================

 {#efs25154-sec-0040}

Appendix D -- Input values for the exposure calculations {#efs25154-sec-1004}
========================================================

D.1.. Livestock dietary burden calculations {#efs25154-sec-0041}
-------------------------------------------

Feed commodityMedian dietary burdenMaximum dietary burdenInput value (mg/kg)CommentInput value (mg/kg)Comment**Risk assessment residue definition:** Sum of trifloxystrobin and its metabolite CGA 321113Barley straw1.33STMR2.88HRBeet fodder0.08STMR0.44HRSugar beet tops0.08STMR0.44HRHead cabbage leaves0.05STMR0.31HRKale leaves (forage)1.32STMR1.20HROat straw1.33STMR2.88HRRye straw1.92STMR4.80HRTriticale straw1.92STMR4.00HRWheat straw1.92STMR4.80HRCarrot culls0.04STMR0.02HRSwede roots0.04STMR0.04HRTurnip roots0.04STMR0.04HRBarley grain0.06STMROat grain0.06STMRPea, bean seed (dry)0.04STMRRye grain0.03STMRSoya bean0.01STMR[b](#efs25154-note-0026){ref-type="fn"}Triticale grain0.03STMRWheat grain0.03STMRApple pomace, wet1.02STMR × PF[a](#efs25154-note-0025){ref-type="fn"}Sugar beet dried pulp0.36STMR × PF[a](#efs25154-note-0025){ref-type="fn"}Sugar beet ensiled pulp0.06STMR × PF[a](#efs25154-note-0025){ref-type="fn"}Sugar beet molasses0.56STMR × PF[a](#efs25154-note-0025){ref-type="fn"}Brewer\'s grain dried0.20STMR × PF[a](#efs25154-note-0025){ref-type="fn"}Distiller\'s grain dried0.10STMR × PF[a](#efs25154-note-0025){ref-type="fn"}Soya bean meal0.01STMR[b](#efs25154-note-0026){ref-type="fn"} × PF[a](#efs25154-note-0025){ref-type="fn"}Soya bean hulls0.13STMR[b](#efs25154-note-0026){ref-type="fn"} × PF[a](#efs25154-note-0025){ref-type="fn"}Wheat gluten meal0.05STMR × PF[a](#efs25154-note-0025){ref-type="fn"}Wheat milled by‐products0.21STMR × PF[a](#efs25154-note-0025){ref-type="fn"}[^30][^31][^32]

D.2.. Consumer risk assessment {#efs25154-sec-0042}
------------------------------

CommodityChronic risk assessmentAcute risk assessmentInput value (mg/kg)CommentInput value (mg/kg)CommentOther small fruits and berries (all commodities within whole group)0.33STMR, current assessment2.11HRLettuces and salad plants (whole group)3.24STMR, current assessment10HRPurslanes2.85STMR, current assessment10HRBeans without pod, peas without pod0.03STMR, current assessment0.07HRPeas with pods0.26STMR, current assessment0.84HRPulses (all commodities within whole group)0.04STMR, current assessment0.04STMR, current assessmentOlives for oil production0.06STMR, based on CXLAcute risk assessment only for the crops under considerationSoya beans0.01STMR, based on CXLCeleriac0.04STMR, EFSA ([2016](#efs25154-bib-0006){ref-type="ref"})All other commoditiesSee EFSA ([2014a](#efs25154-bib-0004){ref-type="ref"})[^33]

Appendix E -- Used compound codes {#efs25154-sec-1005}
=================================

 {#efs25154-sec-0043}

Code/trivial name[a](#efs25154-note-0029){ref-type="fn"}Chemical name/SMILES notationStructural formula**Trifloxystrobin**methyl (*E*)‐methoxyimino‐{(*E*)‐α‐\[1‐(α,α,α‐trifluoro‐*m*‐tolyl)ethylideneaminooxy\]‐*o*‐tolyl}acetate FC(F)(F)c1cccc(c1)C(\\C)=N\\OCc2ccccc2C(=N\\OC)/C(=O)OC![](EFS2-16-e05154-g006.jpg "image")**CGA 357261**methyl (2*E*)‐(methoxyimino)\[2‐({\[(*Z*)‐{1‐\[3‐(trifluoromethyl)phenyl\]ethylidene}amino\]oxy}methyl)phenyl\]acetate FC(F)(F)c1cccc(c1)C(/C)=N\\OCc2ccccc2C(=N\\OC)/C(=O)OC![](EFS2-16-e05154-g007.jpg "image")**CGA 357262**methyl (2*Z*)‐(methoxyimino)\[2‐({\[(*Z*)‐{1‐\[3‐(trifluoromethyl)phenyl\]ethylidene}amino\]oxy}methyl)phenyl\]acetate FC(F)(F)c1cccc(c1)C(/C)=N\\OCc2ccccc2C(=N\\OC)\\C(=O)OC![](EFS2-16-e05154-g008.jpg "image")**CGA 331409**methyl (2*Z*)‐(methoxyimino)\[2‐({\[(*E*)‐{1‐\[3‐(trifluoromethyl)phenyl\]ethylidene}amino\]oxy}methyl)phenyl\]acetate FC(F)(F)c1cccc(c1)C(\\C)=N\\OCc2ccccc2C(=N\\OC)\\C(=O)OC![](EFS2-16-e05154-g009.jpg "image")**CGA 321113** **M5**(2*E*)‐(methoxyimino)\[2‐({\[(*E*)‐{1‐\[3‐(trifluoromethyl)phenyl\]ethylidene}amino\]oxy}methyl)phenyl\]acetic acid FC(F)(F)c1cccc(c1)C(\\C)=N\\OCc2ccccc2C(=N\\OC)/C(=O)O![](EFS2-16-e05154-g010.jpg "image")**CGA 373466**(2*E*)‐(methoxyimino)\[2‐({\[(*Z*)‐{1‐\[3‐(trifluoromethyl)phenyl\]ethylidene}amino\]oxy}methyl)phenyl\]acetic acid FC(F)(F)c1cccc(c1)C(/C)=N\\OCc2ccccc2C(=N\\OC)/C(=O)O![](EFS2-16-e05154-g011.jpg "image")[^34][^35]

Council Directive 91/414/EEC of 15 July 1991 concerning the placing of plant protection products on the market. OJ L 230, 19.8.1991, p. 1--32.

Commission Directive 2003/68/EC of 11 July 2003 amending Council Directive 91/414/EEC to include trifloxystrobin, carfentrazone‐ethyl, mesotrione, fenamidone and isoxaflutole as active substances. OJ L 177, 16.7.2003, p. 12--16.

Regulation (EC) No 396/2005 of the Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EEC. OJ L 70, 16.3.2005, p. 1--16.

For an overview of all MRL Regulations on this active substance, please consult: <http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=pesticide.residue.selection&language=EN>

Commission Regulation (EU) No 544/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the data requirements for active substances. OJ L 155, 11.6.2011, p. 1--66.

Commission Regulation (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards uniform principles for evaluation and authorisation of plant protection products. OJ L 155, 11.6.2011, p. 127--175.

The calculation includes also intake from escaroles.

Commission Regulation (EU) No 2017/626 of 31 March 2017 amending Annexes II and III to Regulation (EC) No 396/2005 of the European Parliament and of the Council as regards maximum residue levels for acetamiprid, cyantraniliprole, cypermethrin, cyprodinil, difenoconazole, ethephon, fluopyram, flutriafol, fluxapyroxad, imazapic, imazapyr, lambda‐cyhalothrin, mesotrione, profenofos, propiconazole, pyrimethanil, spirotetramat, tebuconazole, triazophos and trifloxystrobin in or on certain products. OJ L 96, 7.4.2017, p. 1--43.

[^1]: NEU: northern Europe; SEU: southern Europe; MRL: maximum residue level; ARfD: acute reference dose.

[^2]: Indicates that the MRL is set at the limit of analytical quantification (LOQ).

[^3]: Commodity code number according to Annex I of Regulation (EC) No 396/2005.

[^4]: Fat soluble.

[^5]: = The residue definition differs for the following combinations pesticide‐code number:

    Trifloxystrobin‐ code 1000000 except 1040000: the sum of trifloxystrobin and its metabolite (E, E)‐methoxyimino‐ {2‐\[1‐(3‐trifluoromethyl‐phenyl)‐ethylideneamino‐oxymethyl\]‐phenyl}‐acetic acid (CGA 321113).

[^6]: = The EU reference labs identified the reference standard for CGA321113 as commercially not available. When reviewing the MRL, the Commission will take into account the commercial availability of the reference standard referred to in the first sentence by 23 July 2016, or, if that reference standard is not commercially available by that date, the unavailability of it.

[^7]: NEU: northern Europe; SEU: southern Europe; MS; Member State; a.s.: active substance; a.i.: active ingredient; SC: suspension concentrate.

[^8]: Outdoor or field use (F), greenhouse application (G) or indoor application (I).

[^9]: CropLife International Technical Monograph no 2, 6th Edition. Revised May 2008. Catalogue of pesticide formulation types and international coding system.

[^10]: Growth stage range from first to last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3‐8263‐3152‐4), including, where relevant, information on season at time of application.

[^11]: PHI: minimum preharvest interval.

[^12]: DAT: days after treatment; PBI: plant‐back interval; a.s.: active substance.

[^13]: MRL: maximum residue level; Mo: monitoring; RA: risk assessment; GAP: good agricultural practice; OECD: Organisation for Economic Co‐operation and Development.

[^14]: Indicates that the MRL is proposed at the limit of quantification.

[^15]: NEU: Outdoor trials conducted in northern Europe, SEU: Outdoor trials conducted in southern Europe, Indoor: indoor EU trials or Country code: if non‐EU trials.

[^16]: Highest residue. The highest residue for risk assessment refers to the whole commodity and not to the edible portion.

[^17]: Supervised trials median residue. The median residue for risk assessment refers to the whole commodity and not to the edible portion.

[^18]: Based on EU‐MRL, unrounded‐OECD MRL and expert judgement.

[^19]: MRL proposal excludes escaroles, due to potential short‐term intake concern for the consumers.

[^20]: bw: body weight; DM: dry matter.

[^21]: When one group of livestock includes several subgroups (e.g. poultry 'all' including broiler, layer and turkey), the result of the most critical subgroup is identified from the maximum dietary burdens expressed as 'mg/kg bw per day'.

[^22]: The most critical commodity is the major contributor identified from the maximum dietary burden expressed as 'mg/kg bw per day'.

[^23]: bw: body weight.

[^24]: NEU: northern Europe; SEU: southern Europe; MRL: maximum residue level; ARfD: acute reference dose.

[^25]: Indicates that the MRL is set at the limit of analytical quantification (LOQ).

[^26]: Commodity code number according to Annex I of Regulation (EC) No 396/2005.

[^27]: Fat soluble.

[^28]: = The residue definition differs for the following combinations pesticide‐code number: Trifloxystrobin‐ code 1000000 except 1040000: the sum of trifloxystrobin and its metabolite (*E*,*E*)‐methoxyimino‐ {2‐\[1‐(3‐trifluoromethyl‐phenyl)‐ethylideneamino‐oxymethyl\]‐phenyl}‐acetic acid (CGA 321113).

[^29]: = The EU reference labs identified the reference standard for CGA321113 as commercially not available. When re‐viewing the MRL, the Commission will take into account the commercial availability of the reference standard referred to in the first sentence by 23 July 2016, or, if that reference standard is not commercially available by that date, the unavailability of it.

[^30]: STMR: supervised trials median residue; HR: highest residue; PF: processing factor.

[^31]: For fruit pomace, dried pulp, ensiled pulp, molasses, dried grain, soya bean meal and hull, wheat meal, and cereal bran, in the absence of processing factors supported by data, default processing factors of 5, 18, 3, 28, 3.3, 1.3, 13, 1.8, and 7 were, respectively, included in the calculation to consider the potential concentration of residues in these commodities.

[^32]: FAO ([2015](#efs25154-bib-0021){ref-type="ref"}).

[^33]: STMR: supervised trials median residue; HR: highest residue; CXL: Codex maximum residue limit.

[^34]: SMILES: simplified molecular‐input line‐entry system.

[^35]: (ACD/ChemSketch, Advanced Chemistry Development, Inc., ACD/Labs Release: 12.00 Product version: 12.00 (Build 29305, 25 Nov 2008).
